
Hepatitis B Vaccine Market to reach USD 17.20
Billion by 2035 at 6.65% CAGR

Hepatitis B Vaccine Market Size

Hepatitis B Vaccine Market to Surge from

USD 9.65 Bn in 2026 to USD 17.20 Bn by

2035, Powered by Government Birth-Dose

Mandates, Gavi Co-Financing Expansion

NY, CA, UNITED STATES, June 9, 2026

/EINPresswire.com/ -- As per Market

Research Future, the global Hepatitis B

Vaccine Market size to reach USD 17.20

Billion by 2035 from USD 9.65 Billion in

2026, at a CAGR of 6.65% during the

forecast period 2026--2035. The

market base was estimated at USD

9.05 Billion in 2025.

The 6.65% CAGR---anchored by structural immunization demand rather than discretionary

healthcare spending---is driven by three converging forces: government-led birth-dose mandates

that continue to widen the addressable base, sustained Gavi co-financing that has pulled lower-

income economies into routine procurement cycles smoothing demand volatility, and the

technological shift from legacy multi-dose vials drawn with conventional needles toward prefilled

syringes and needle-free delivery platforms that reduce cold-chain trips and improve dosing

accuracy.

National governments and multilateral health organizations are amplifying this momentum.

India's Universal Immunization Programme alone delivers free coverage against twelve diseases,

hepatitis B included, and helped cut the under-5 mortality rate from 45 to 32 per 1,000 live births

between 2014 and 2020. The WHO South-East Asia Region reported birth-dose coverage rising

past 60% in 2024. With nearly USD 1.6 billion in vaccination support distributed across hepatitis-

inclusive initiatives in recent cycles, Gavi's co-financing strategy commits low-income economies

to graded cost-sharing, transforming sporadic donor financing into steady multi-year demand.

Together, these initiatives are creating the procurement infrastructure and delivery innovation

on which the Hepatitis B Vaccine Market depends.
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Key Market Trends & Growth Drivers

Government Birth-Dose Mandates and National Immunization Programs

National schedules increasingly require a hepatitis B dose within 24 hours of birth, the single

most effective intervention against perinatal transmission. The WHO South-East Asia Region

reported birth-dose coverage rising past 60% in 2024, with India's Universal Immunization

Programme delivering free hepatitis B immunization as part of a twelve-disease schedule. Each

percentage point of birth-dose coverage gain translates into measurable procurement volume,

and the HBV immunization schedule embedded in routine pediatric care makes this driver

structurally durable through 2035.

China's universal birth-dose program, sustained since the 1990s, now exceeds 95% timely

coverage, while India's UIP continues expanding HBV immunization schedule reach into

underserved districts. France and Italy run universal mandatory infant vaccination, while the

2022 US CDC recommendation extending hepatitis B vaccination to all adults aged 19--59

converted a pediatric-dominated market into one with a structural adult tail. Early-adopter

health systems report that combination formulations bundling the HBV antigen with DTP and

Hib components reduce cold-chain trips and injection visits by consolidating the neonatal

schedule.

Gavi Co-Financing Expansion and Pooled Procurement

With nearly USD 1.6 billion in vaccination support distributed across hepatitis-inclusive initiatives

in recent cycles, Gavi's co-financing strategy commits low-income economies to graded cost-

sharing. For pentavalent formulations including the HBV antigen, this transforms sporadic donor

financing into steady multi-year demand, smoothing the demand volatility that once made the

Hepatitis B Vaccine Market difficult to forecast. Access to liver disease prevention vaccines in

markets that would not otherwise be able to support procurement is supported by this

approach.

Pooled procurement through UNICEF and PAHO revolving funds drives per-dose prices down to

a few cents in low-income tiers, expanding access while compressing manufacturer margins.

UNICEF Supply Division weighted average hepatitis B prices have stayed under USD 0.30 per

dose in recent tenders, a structural ceiling on value capture that concentrates revenue growth in

combination and adult segments rather than monovalent birth-dose supply.

Needle-Free Delivery Innovation and Technology Reshaping Administration

Legacy multi-dose vials drawn with conventional needles are giving way to prefilled syringes and

needle-free delivery platforms. In May 2024, the Serum Institute of India took a 20% stake in

IntegriMedical to scale Needle-Free Injection System technology, signaling the manufacturer's



belief that needle-free methods will increase the reach of both adult catch-up programs and

neonatal HBV vaccination. Recombinant hepatitis B shot platforms have largely displaced

plasma-derived antigen production, improving safety and yield.

In areas where coverage is limited by needle phobia and sharps disposal logistics, investment in

delivery technologies is accelerating uptake. The overall program economics are improved by a

decreased cold-chain and disposal burden. Needle-free injectors and microarray patches will

reframe cost structures---as per-device costs fall with scale, the addressable channel widens

from clinics to pharmacies and community health workers, extending the recombinant hepatitis

B shot beyond traditional settings.

Ask for Customization: https://www.marketresearchfuture.com/ask_for_customize/29415

Market Segment Insights

BY VACCINE TYPE

Recombinant Single-Antigen Vaccines: Dominant segment with ~58% revenue share in 2025.

Reflecting decades of installed manufacturing capacity and the necessity of monovalent birth-

dose administration before combination schedules begin. Engerix-B and Recombivax HB anchor

this segment.

Combination Vaccines: Fastest-growing technology class at 7.8% CAGR (2026--2035). Pentavalent

and hexavalent formulations that fold the HBV antigen into a single injection reduce visits and

cold-chain trips. As neonatal HBV vaccination consolidates around combination products,

manufacturers able to supply WHO-prequalified hexavalent doses capture a disproportionate

share.

Therapeutic Vaccines: Emerging segment; pipeline candidates include HepB-CpG adjuvanted

formulations targeting chronic infection clearance.

Other Formulations: Plasma-derived vaccines largely displaced by recombinant platforms; legacy

demand in select markets.

BY AGE GROUP

Pediatric: Dominant application with roughly USD 5.62 Billion in 2025, representing ~62% of

market demand. Driven by birth-dose mandates and infant series schedules that make neonatal

HBV vaccination near-compulsory in most national calendars.

Adult: Fastest-growing age segment at 6.9% CAGR. The 2022 US CDC recommendation extending

vaccination to all adults aged 19--59 created a structural adult tail, supporting premium-priced

recombinant hepatitis B shot demand that pooled-procurement regions cannot match.

https://www.marketresearchfuture.com/ask_for_customize/29415


Occupational and high-risk screening programs widen the addressable base.

Geriatric: Niche segment; primarily high-risk and immunocompromised populations requiring

catch-up or booster doses. Other Populations: Travel clinics, healthcare workers, and dialysis

patients represent incremental demand channels.

BY DISTRIBUTION CHANNEL

Government Organizations: Largest segment at ~54% share in 2025. National immunization

procurement through ministries of health and pooled tenders dominates volume, channeling

routine immunization supply.

Hospitals: USD 2.45 Billion in 2025, serving as the physical point of birth-dose administration and

adult catch-up in clinical settings.

Retail Pharmacies: Growing channel for adult self-pay and travel vaccination; expanding as

pharmacy-administration rules mature.

Online Portals: Emerging segment; direct-to-consumer adult catch-up and travel clinic

bookings.

Non-Government Organizations: Fastest-growing channel at 7.2% CAGR. Donor-funded outreach

extending reach into populations outside formal health systems.

Read Detailed Insights: https://www.marketresearchfuture.com/reports/hepatitis-b-vaccine-

market-29415

Regional Outlook

North America --- Dominant Market (~33% Share, 2025)

The United States generates approximately 84% of North American Hepatitis B Vaccine Market

revenue, driven by the 2022 CDC recommendation extending hepatitis B vaccination to all adults

aged 19--59---a single policy shift that converted a pediatric-dominated market into one with a

structural adult tail. Reimbursement breadth and adult catch-up programs support premium-

priced recombinant hepatitis B shot demand that pooled-procurement regions cannot match.

Canada contributes through provincial school-entry programs, while Mexico is growing on

universal infant immunization mandates. North America's leadership rests on reimbursement

depth and the structural adult segment created by expanded screening and occupational health

mandates.

Europe --- Second Largest (USD 2.30 Billion, 2025)
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Europe's Hepatitis B Vaccine Market reflects divergent national strategies---France and Italy run

universal mandatory infant vaccination, while the UK historically used selective neonatal

targeting before broadening coverage. Germany leads regionally with STIKO universal infant

schedules and a 2025 contribution of USD 540 Million. The UK contributes USD 430 Million on

selective neonatal programs transitioning toward broader coverage.

France contributes USD 390 Million through mandatory infant vaccination. Italy contributes USD

320 Million on long-standing universal mandates. Harmonization pressure from ECDC guidance

is gradually narrowing these differences, lifting baseline demand across the region. The Nordic

countries are growing at a steady pace on risk-based targeting. Spain contributes USD 250

Million on regional immunization budgets. Russia holds ~5% of regional share through national

calendar inclusion.

Asia-Pacific --- Fastest-Growing Region (7.4% CAGR, 2026--2035)

Asia-Pacific is the engine of the Hepatitis B Vaccine Market. China holds the largest regional

share with a universal birth-dose program sustained since the 1990s that now exceeds 95%

timely coverage, growing at 6.9% CAGR. India is growing at 8.3% CAGR on the back of Universal

Immunization Programme expansion into underserved districts and free hepatitis B coverage as

part of a twelve-disease schedule.

ASEAN economies show the steepest growth at 8.6% CAGR as Gavi transition and donor support

converge. Japan contributes through mature universal coverage at 4.8% CAGR. South Korea is

growing at 5.1% CAGR on national immunization registry integration. The rest of Asia-Pacific is

growing at 7.9% CAGR on coverage gap closure. The region's combined contribution anchors the

global volume base for birth-dose demand.

Middle East & Africa --- Emerging Opportunity (8.1% CAGR, 2026--2035)

The Middle East & Africa carries the widest coverage gap and therefore the steepest opportunity.

Egypt's national hepatitis elimination plan, which integrated birth-dose vaccination with mass

screening, demonstrates how the liver disease prevention vaccine fits into a broader elimination

strategy. Saudi Arabia leads the region with mandatory infant and adult programs, contributing

USD 145 Million in 2025. The UAE contributes USD 95 Million on comprehensive immunization

mandates. South Africa is growing at a solid pace on EPI birth-dose rollout, contributing USD 130

Million.

Egypt contributes USD 110 Million through its national hepatitis elimination plan. Gavi-supported

routine programs underpin sub-Saharan demand across the rest of the region, contributing USD

290 Million. The Africa CDC goal of producing 60% of the continent's vaccines locally by 2040 will

reshape supply geography and tender dynamics. Cold-chain gaps remain a restraint---WHO

estimates that last-mile failures in sub-Saharan Africa result in waste rates exceeding 10% in



challenging regions.

South America --- Growing Presence (USD 0.78 Billion, 2025)

Brazil anchors South America's Hepatitis B Vaccine Market at ~62% of regional revenue, with a

long-standing universal hepatitis antigen-based immunization policy providing a stable demand

floor that smooths regional forecasts through the national immunization program. Argentina

contributes USD 0.11 Billion in 2025 through universal infant mandates and is growing at a

healthy pace.

The rest of South America is growing steadily on PAHO revolving fund access. South America's

procurement runs largely through the PAHO Revolving Fund, which pools demand to secure

competitive pricing. The region's stable demand base supports manufacturer volume planning

even as per-dose tender prices compress margins.

Competitive Landscape and Recent Developments

The Hepatitis B Vaccine Market is moderately concentrated, with an estimated Herfindahl-

Hirschman Index in the 1,400--1,800 range and the top five suppliers holding roughly 62--68% of

global revenue. Concentration is highest in high-income segments where regulatory and

manufacturing barriers are steep; the pooled-procurement tier is more fragmented as regional

producers compete on price.

The competitive landscape is stratified between premium recombinant leaders serving adult and

private markets, high-volume low-cost suppliers capturing Gavi-aligned tenders, and

combination-vaccine specialists consolidating the neonatal schedule.

KEY COMPANIES AND RECENT MILESTONES

GlaxoSmithKline (2024--2025): Maintains leadership with Engerix-B and combination pediatric

vaccines, commanding ~18--22% of global Hepatitis B Vaccine Market revenue. Premium

recombinant positioning in adult and private segments offsets tender-price compression in

pooled procurement.

Merck & Co. (2024--2025): Recombivax HB and adult formulations anchor a strong North

America franchise, holding ~15--19% of global revenue. The company benefits from the

structural adult tail created by the 2022 CDC recommendation.

Serum Institute of India (May 2024): Acquired a 20% stake in IntegriMedical to advance Needle-

Free Injection System technology, signaling delivery-platform diversification beyond traditional

needle-based administration. Estimated revenue share: ~12--16%.

Sanofi ( June 2024): Secured additional WHO prequalification volumes for its hexavalent



combination vaccine, accelerating combination adoption across routine pediatric programs.

Estimated revenue share: ~8--11%.

Dynavax Technologies (March 2024): Reported expanded Heplisav-B adult uptake in US retail

pharmacy channels, reinforcing the two-dose adult catch-up case with an adjuvanted platform

that compresses the dosing schedule. Estimated revenue share: ~6--9%.

Bharat Biotech (September 2023): Expanded Revac-B production capacity to serve rising

pentavalent demand across African tenders, strengthening emerging-market positioning.

Estimated revenue share: ~5--8%.

Future Outlook: 2026--2035

By 2030, digital immunization registries will become the operating system of vaccine delivery.

WHO targets near-universal digital registry adoption across member states by the early 2030s,

enabling defaulter tracking that lifts birth-dose timeliness---the metric most correlated with

Hepatitis B Vaccine Market growth. Electronic immunization registries generate granular

coverage data that manufacturers and ministries can monetize through demand-forecasting and

defaulter-tracking services, creating a new business model layered on top of the core liver

disease prevention vaccine franchise.

Needle-free injectors and microarray patches will reframe cost structures by the early 2030s. As

per-device costs fall with scale, the addressable channel widens from clinics to pharmacies and

community health workers, extending the recombinant hepatitis B shot beyond traditional

settings. Self-administration via microarray patches and pharmacy-channel adult catch-up open

non-clinical settings that could materially widen the addressable base. WHO's 2030 viral hepatitis

elimination targets---a 90% reduction in new infections---require sustained high birth-dose

coverage. Countries pursuing certification will lock in procurement budgets, converting an

aspirational goal into contracted demand for hepatitis antigen-based immunization.

The drive for African vaccine self-sufficiency, backed by the Africa CDC goal of producing 60% of

the continent's vaccines locally by 2040, will reshape supply geography. Localized fill-finish

capacity reduces import dependence and reshapes tender dynamics for the Hepatitis B Vaccine

Market. The next decade will see market consolidation around data-platform companies that

aggregate immunization registry, manufacturing, and payer datasets at scale---creating

recurring-revenue streams that mirror SaaS economics.

WHO's viral hepatitis elimination strategy and the African Union's vaccine manufacturing

sovereignty agenda underscore that health equity and commercial expansion are now aligned

forces driving the Hepatitis B Vaccine Market to its USD 17.20 Billion 2035 destination.
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